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AMENDMENT 

Kindly amend the application, without prejudice, without admission, without surrender of 
subject matter, and without any intention of creating any estoppel as to equivalents, as foUows. 

INTHE CLAIMS: 

Kindly amend the claims, without prejudice, without admission, without surrender of 
subject matter, and without any intention of creating any estoppel as to equivalents, as follows: 

1 . (Previously Presented) A polypeptide selected from the group consisting of 

(a) a fusion polypeptide which comprises a first amino acid sequence including at least one 
stretch of amino acids constituting a T-cell epitope from the M. tuberculosis protein ESAT-6 
comprising at least 6 amino acids of SEQ ED NO: 1 and a second amino acid sequence including 
at least one stretch of amino acids constituting a T-cell epitope from the M tuberculosis protein 
Ag85B comprising at least 6 amino acids of SEQ ID NO: 2 said first and second amino acid 
sequences optionally being flised via a linker sequence; 

(b) a polypeptide comprising an amino acid sequence analogue having at least 70% sequence 
identity to the sequence in (a) and at the same time being immunogenic; and 

(c) a fusion polypeptide which comprises a first amino acid sequence having at least 70% 
sequence identity to the first amino acid sequence in (a) and at the same time being 
immxmogenic, and a second amino acid sequence having at least 70% sequence identity to the 
second amino acid sequence in (a) and at the same time being immunogenic, said first and 
second amino acid sequences optionally being fused via a linker sequence. 

2. (Original) A polypeptide according to claim 1, wherein the degree of 
sequence identity is at least 75%. 

3. (Original) A polj^eptide according to claim 1, wherein the first amino acid 
sequence is situated C-terminally to the second amino acid sequence. 

4. (Original) A polypeptide according to claim 1, wherein the first amino acid 
sequence is situated N-terminally to the second amino acid sequence. 

5. (Original) A polypeptide according to claim 1, wherein no linkers are 
introduced between the two amino acid sequences in (a) or (c). 
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6. (Original) A polypeptide according to claim 1 , which is Ag85B fused N- or 
C-terminally to ESAT-6. 

7. (Original) A polypeptide according to claim 1, which is lipidated so as to 
allow a self-adjuvating effect of the polypeptide. 

8. Cancelled, 

9. (Previously Presented) A method for preparing a pharmaceutical 
composition for the vaccination against infections caused by Mycobacterium tuberculosis, said 
method comprising preparing, synthesizing or isolating a polypeptide according to claim 1 . 

10. (Original) An immimogenic composition comprising a polypeptide according 
to claim 1 . 

1 1 . (Previously Presented) An immunogenic composition according to claim 
10, which is in the form of a vaccine against Mycobacterium tuberculosis. 

12-20. Cancelled. 

21 . (Currently Amended) A method for producing a polypeptide according to claim 
1, comprising 

(a) inserting a nucleic acid fragment comprising a nucleic acid sequence that encodes a 
polypeptide as defined in claim 1, or comprising a nucleic acid sequence complementary thereto, 
into a vector which is able to replicate in a host cell, introducing the resulting recombinant vector 
into the host cell, culturing the host cell in a culture medium under conditions sufficient to eflFect 
expression of the polypeptide, and recovering the polypeptide from the host cell or culture 
medium; 

(b) isolating Ag85B and ESAT-6 from Mycobacterium tuberculosis^ Mycobacterium 
africanum ox Mycobacterium bovis, from culture filtrate or from lysates or fractions thereof, and 
fusing the polypeptides; 

(c) synthesizing the polypeptide ergr by solid or liquid phase peptide synthesis; or 

(d) a combination of the methods in (a), (b) and/or (c). 

22. Cancelled. 

23 . (Currently Amended) A pharmaceutical composition comprising a nolvneptide 
according to claim 1 which c o mpris e s an immunnlnginfilly m fi pnn r. ivn nmmmt nt I n q c t ^n ^ ^ 
mombor oelected from tho group consisting of: 
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(g) g fuaion pol;)'p?pli^^ nrViir.h r - nmprinon a fimt amino acid Goqu e no o mcluduifi at l o QDt one 

Gtrctch of amino acid p conotituting a T coll opitopo from th e M tubcrculoais piotoin ESAT 6, 
and a second amino acid scgnono o including at loaot on o Gtr c tch of amino QoidG constituting a T 
coU e pitop e from th e M. tuberculosis protoin Ag85D, said firot and cccond amino aoid Doquonco s 



loaot 70^0 to any ono of paid polypeptides in (a) and at the pam c timo boing immunog e nic; and 

(e) g fiigionpolypoptidQ comprising at loaot ono polypeptid e or amino aoid ooqu e nc e 

according to (a) or (b) and at l e ast one fusion partn e r . 
24-27. Cancelled. 

28. (Currently Amended) A method for producing a polypeptide according to claim 
1 , comprising 

(a) inserting a nucleic acid fragment which comprises a nucleic acid sequence which encodes 
the polypeptide, or which comprises a nucleic acid sequence complementary thereinto a vector 
which is able to replicate in a host cell, introducing the resulting recombinant vector into the host 
cell, culturing the host cell in a culture medium under conditions sufficient to effect expression 
of the polypeptide, and recovering the polypeptide from the host cell or culture mediimi; or 

(b) isolating Ag85B and ESAT-6 from a whole mycobacterium, from culture filtrate or from 
lysates or fractions thereof, and fusing the polypeptides; 

(c) synthesizing the polypeptide by solid-phase or liquid-phase peptide synthesis; or 

(d) a combination of the methods in (a), (b), and/or (c). 

29. (Previously Presented) The method of claim 28 wherein the 
mycobacterium is Mycobacterium tuberculosis, Mycobacterium africanum^ or Mycobacterium 
bovis. 

30. (Previously Presented) The polypeptide according to claim 1 which 
contains a T-cell epitope of ESAT-6 and a T-cell epitope of Ag85B. 

31. Cancelled. 

32. (Previously Presented) A polypeptide comprising a fusion polypeptide 
which comprises a first amino acid sequence including at least one stretch of amino acids 
constitutmg a T-cell epitope from the M tuberculosis protein ESAT-6 comprising at least 6 
amino acids of SEQ ID NO: 1 and a second amino acid sequence including at least one stretch of 




4 



00185282 



PAGE 5/8* RCVD AT 4/7/2004 3:26:12 PM fEastern Daylight Time] * SVR:USPTO-EFXRF-1/4* DNIS: 8729305 " CSID: 121 25880500 * DURATION (mm-ss):03-34 



04/07/2004 15:27 FAX 12125880500 



FROMMER LAWRENCE & HAUG 



S1006 



PATENT 
670001-2002.5 

amino acids constituting a T-cell epitope from the M. tuberculosis protein Ag85B comprising at 
least 6 amino acids of SEQ ID NO: 2 wherein AG85B is fused N- or C-terminally to ESAT-6. 
33 (Previously Presented) The polypeptide of claim 32, wherein Ag85B is 



fused C-terminally to ESAT-6. 

3 4. (Previously Presented) 
polypeptide is ESAT-6- Ag85B. 

35. (Previously Presented) 
polypeptide of claim 32. 

36. (Previously Presented) 
polypeptide of claim 33. 

37. (Previously Presented) 
polypeptide of claim 34. 



The polypeptide of claim 33, wherein the 
An immunogenic composition comprising the 
An immunogenic composition comprising the 
An immunogenic composition comprising the 
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